
DEPARTMENT OF HEALTH AND HUMAN SERVICES FRUM 21 CFR 1040.11 
Food and Drug Administration 

h 
application in accordance with 21 CFR 1010.4. 

I. Check all applicable boxes and type or print the 
requested infonation. 

2. Submit an originat and four (4) copies. 
. NAME OF COMPANY 

END0 & SON 

INSTRUCTIONS 
3. Mail your application to the f?ockets Management Branch (HFA-305), Food and 

Drug Administration, ‘tim 1061,5630 Fi&ers Lane, Rockville, MD 20852. 
4. Enter docket number if assigned. 

I. ADDRESS OF COMPANY (Include Z/F Codej(lf P.O. Box is used, it&LKie actuel street ad&?ss a~%?.~ 
1515 E. SUNSET TERRACE, ARLINGTON HEIGHTS, IL 60004 

I. NAME AND TITLE OF RESPONSIBLE PERSON 4. TELEPHONE NO. (tnclude ares code] 5. DATE OF SUBMISSION 
ERIC KALESSA, OWNERUSER OPERATOR (M?) 529-9061 03/2512005 

i. THE APPLICANT REQUESTS THE VARIANCE TO BE IN EFFECT FOR A PERIOD OF 2 YEARS FROM THE DA= OF ISSUE. (In 
general, the Agency will approve a variance for only two ye&s, If a longer period is requested, ? jusfifhtion musf be attached es psrf of thea@&ation.) 

PRODUCT D~SCRIFTtON AND US& 
I: LIST NAME AND/OR MODEL NUMBER(S) FOR THE LASER tlGHT SHOW(S) AND PROJECTOR(S) 

STINGER 50mW GREEN (FDA ACCESSION 0220425-02) 

t more than 15 days 
q A laser light show _. 
Q Other &Speci~~ g. TOUR LS INTENDED TO RUN FOR x 

:. q PROJECTORS ARE INTENDED FOR SALE, LEASE, OR LOAN TO 13 More fhan 6 months a,_ ,‘L 
OTHER LASER LIGHT SHOW PRODUCERS ,“, ‘j 

1. PRODUCT IS INTENDED FOR USE IN A 0 Less than one month 
q Planetarium or other dome projection structure q Not applicable (Nol a touti 
&I Theater &?j other (+c+,ec~~ CQNTRACT %A.% WI CLIENTS “” 

q Hotel/motel ballroom or meeting room h. PRODUCT UTlLtZES i-HE FOLLOWING LASER EFFECTS 
q Store displays q Front screen projections 

_ ‘ 

q Trade show or convention q Rear screen projections :, ,&, 
q Discotheque or night club 61 Hdographic displays 

---a. 

q Pavilion a Multiple raflecIion/diffraction effects 
fl Indoor arena 0 Audience scanning (Also includw scanning any abkwsible 
0 Outdoor arena uncontroiled areas) 
111 Museum n Reflections from stationar)r mirrurs or mirrored 
•] Outdoor unenclosed area surfaces (Beam Matrices) 
q Other (Specify) MOBILE LASER SHOW q Stationary irradiation of rotating mirror balls, etc. 

:. PRODUCT IS INTENDEO TO BE USED •3 Scanning irradiation of rotating mirror batls, etc. 

other scattering enhancement effects 

IPSS Yvo4 

3. IF ANY LASER RADI 

t 0. REASON FOR REQUESTING VARIANCE 
q Compliance with the limits of 21 CFR 1040.1 I@) would restrict the intended use of the product because compliance would 

limit the output power to the extent that the desired affects would not be sufficiently visible 

q Other or additional explanation (Speciwj 

FDA 3147 (12/03) 



1. M  IN WHKH 1T IS PROPOSED TO DEVlATE FROM THE R&?QU~REMENTS OFTHE APfJLK%SLE STANDARD 
* 4 proposed to deviate from the provisions of 21 CFR 1040.11(c) in thet the accessible emiselon leV8f w&d axczted the 

accessible emission limits specified in 21 CFR 104O.‘ll(c). ,_ 
n it is proposed to deviate from the provisions of 21 CFR 1040.11 (c) as follows: 

2. ADVANTAGES TO BE DERIVED FROM SUCH DEVlATKIN 
a Laser light shows and displays are accepted popular media in entertainment and the arts. Use of paw8r levi?ls in excess 

of the limits imposed by 21 CFR 104O:ll (c) is neceasa!y to aChieV8 the required 8ffedti in these media. 
0 Other or additional advantages (descfibe and explein). 

3. EXPLAIN THE ALTERNATE MEANS OF RADlATlON PROTECTION TO SE PROVIDED. {Check asmaoy box8s as a&y. In item 14 “Remarks,” 
just@ any box8s not checked, using additiona sh88ts as necessary. stafe eny ofher means’drediiltion p&e& thet will be used.] 

a. q All laser products, systems, shows, and projectors will be ceNfi8d to comply with 21 CFR 1040.10 and thy con&ions of this variance and wili 
be reported as required by 21 CFR 1002.10 AND 1002.11 using the reporting goideS provldsd for such p@pose. These actlons wiil be 
accomplished prior to any introduction into commerce. 

b. D Effects not specifically indicated in this variance application wilt not ba performed. No other ef&ts will be-added until an amendment to the 
variance has been obtained and the required reports or supljlementa, asapplicable, have been submitted. 

c. q Scanning, projection, or reflection of laser and collateral radiation (Light show rediat~) into audience or&h&r accessible uncontrolled areas 
will not be permitted except for diffise reflectIons produced by the atmosphere, addsd atioepherlc scattrraing media, and target scre8ns. 

d. [z1 Laser radiation levels in excess of the limits d Class I Ml not be permitted at any point less than 3.0 meters above any surface upon which 
persons other than operators, performers, or emplove are permittsil to stand or 2.5.meters below or in:lat8ral separation from any place 
where such persons are permitted to be. Operators, performers, and employess will not be requirsd or a&owed to view radiation above the 
limks of Class I or be exposed to radiation above the limits spaciRed tn 21 CFR 1040.1 l(c). 

e. 0 Any product which relies on scanning to meet access, exposure, or product c&e IImks wilt incorporata a scanning safeguard system which 
directly senses scanner motion and which will react feet enough to preclude exceadin$ the applicable limit 

f. a All laser light shows shall be under the direct and personal con& of trained, compet8nt opemtGr(s). The operator(s) will: 
(1) Be an employee of the variance holder who till be responsible for the training and the conduct of the operator; 
(2) Be located where all beam paths c8n be directly observed at all times; and 

(3) Immediately terminate the emission of light show radiation in the event of any unsafe condition; or, for outdoor shows, upon request 
by any air traffic control officials. 

g. q The maximum laser projector output power will not exceed the level required to obtain the intended effeots. 

h. 0 The projection system (i.e., fhe projector andall other components used to pmduce ths &hfiing s%?c&s~ wit1 be securely mounted or 
immobilized to prevent unintended movement or misalignment. Beam masking wilt be provided as&n inherent part of the system d8sign to 
prevent overfilling of screens, beam stops, targets, etc. 

i. q Laser projectors will not be delivered to any other,party under an agre8ment of sale, tea&% or loan u$esa anduntil the recipient demonstrates 
that they have a variance in effect at the time of delivery that permits th8m to produce laser light shows incorporating such projector(s). 

j. a In addition to the requirements of 21 CFR 104O.?O(h), the manufacturer of laser proj&torskystems JIi provide to parties who purchese, lease, 
or borrow the equipment, adequate users’ instructions for safe installation and operation whk%h explain t&e sibility of We recipient as an 
independent light show manufacturer to submit the required rapotts and apply for and obtain a variance from CWH prior to introduction into 
commerce of any laser light shows. 

k. q The requirements of 21 CFR 1002.30(a)(l) and (2) will be accompiished through the use of written proo&ures for Wup, alignment, testing, 
and performance of each show. These proc8dures will be in sufficient detail to ena1.$8 ~~~~a~~~~ &?lCFR 1040.10, #I8 conditions of this 
variance, and the control of access to radiation ar8as using the procedures deaciibed in the AN@K?!1@5,I  stantiard for the safe use of lasers 
(American National Standam’s Institufe, 7430 Broadway, New York, NY iO018) or any other 8quuivalant ‘user consensus standard and, where 
applicable. .st& or local requirements. Laser radiation areaa which can contain radiation lev&.abwe t@e limita specified in 21 CFR tO40.1 l(c) 
wlli be cleariy identified by the posting of warning signs end&r reatrictlng a-8 through phyaioal mqa 
cells, fwrlefs, guamcS, etc.). These mquirem8rits apply to t8mpor8ry areas [a& as dUnrng s8r up and i~lz 
permanent areas. The variance holder will retain th8 records of these procedur8s and the results of a11 t8sts aa required by 21 CfR 1002.31. A 
copy of the variance application, the approval k&r, curr8nt procedures, and records relating to 88ch p%tiouQr show till be with the operator 
or other responsible individual and will be made available for inspection by FDA end other responsitsle duthorities. 
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Public reporting burden for this colIection of inforwti,on is estimated to average .5 hours per response, including the time 
for reviewing instructions, searching existing data sources, gathering and maintaining the da@ needed, and completing 
reviewing the collection of information. Send comments regarding this burden estimate or Amy other aspect of this collection of 
information, including suggestions for reducing this burden to: 6 

Food and Drug Administration 
CDRH (HFZ-342) 
2094 Gaither Road 
Rockville, MD 20850 

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it displc+ 
a cuwentiy valid Oh423 control number. 
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